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5.  Positive results in bacterial mutagenicity tests, but negative
results in mammalian cell gene mutation, in. vivo cytogenetics tests,
and in vitro transformation should be properly noted, but need not
stop progression of testing into Phase 2. This analysis recognizes
the current inability to draw conclusions about potential health
risks based on a single positive result in a prokaryotic system.

6.  A positive teratogenicity test indicates that the water contains
compounds that are potentially teratogenic in humans. Options
include the following:

a.  Review treatment process and make improvements;

b.  do not use the water for human consumption;

c.  determine an estimate of risk by comparing the reused
water with conventional water, which is assumed to
represent an acceptable risk; or

d.  use reused water for human consumption during
emergencies only.

Comments

1.  The effect that any single positive result or group of positive
results will have on progression through the several phases of
testing should be determined by individuals qualified in the
appropriate toxicological sciences.

2.  Positive results showing either genotoxicity or transformation
activity indicate that the water contains compounds that have
potential genotoxic or carcinogenic risk for humans.

3.  Positive results3- in the 14-day, repeated-dose study indicate
the water is potentially toxic in humans.  Inconclusive results in
that study may have to be resolved by a longer period of testing such
as the subchronic 90-day Phase 2 study. Options include the
following:

a.  Review treatment process and effect improvements, or

b.  proceed to Phase 2.